: ) 



Figure 1. The UV spectrum of tetrodotoxin injection (990120-1 A) identification 
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Figure 2. The UV spectrum of Tetrodotoxin injection (990121-2A) identification 
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Figure 3. The UV spectrum of Tetrodotoxin injection (990 122-3 A) identification. 
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Figure 4. The UV spectrum of the Tetrodotoxin control sample (S-1) identification. 
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Figure 5. The chromatogram of the retention time of the three batches of 
tetrodotoxin and its control sample. 
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ure 6. The HPLC chromatogram of content determination of tetrodotoxin 
injection (990120-1 A). 
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Figure 7. HPLC Chromatogram of the recovery test of Tetrodotoxin injection. 
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Solution A: Blank solution without tetrodotoxin prepared as the formula. 
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Solution D: Solution A containing the primary pharmaceutical tetrodotoxin 
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Figure 8. Day 0 chromatogram of TTX injection samples (Batch 990120-1 A). 
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Figure 9. Day 5 chromatogram of TTX injection samples (Batch 990120-1 A) 
exposed to fluorescence light 
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Figure 10. Day 10 chromatogram of TTX injection samples (Batch 990 120-1 A) 
exposed to fluorescence light 
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Figure 11, Day 5 chromatogram of TTX injection samples (Batch 990120-lA) 
stored at 40°C 



d:\mvrttb(\ai 7065 - Channel A 



A 

U 



0 014i 



0.010J 



0.002 



0.002 




k}.002 



-0.002 



"hannel A Results 



Time Area Area % 



Peak 



1 


16.68 


•1 


19.07 


3 


19.38 


4 


20-00 


5 


. 21.38 


€ 


23.28 


1 


24.50 



Totals : 



403338 


62. 


647 


31695- 


4- 


923 


13661 


2. 


898 


26281 


4. 


082 


37923 


5. 


890 


16412 


2 . 


549 


109512 


17, 


010 


643822 


100. 


000 



) ■ ■ ) 

Figure 12. Day 10 chromatogram of TTX injection samples (Batch 990120-1 A) 
stored at 40°C 
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Figure 13. Day 5 chromatogram of TTX injection samples (Batch 990120-1 A) 
stored at 60°C 
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Figure 14, Day 10 chromatogram of TTX injection samples (Batch 990 120-1 A) 
stored at 60°C 
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Figure 15. Day 5 chromatogram of TTX injection samples (Batch 990120-lA) 
stored at 80°C 
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Figure 16. Day 10 chromatogram of TTX injection samples (Batch 990120-1 A) 
stored at 80°C 
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ure 17. Day 5 chromatogram of TTX injection samples (Batch 990120-1 A) 
stored at the humidity of 75% 
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Figure 18. Day 10 chromatogram of TTX injection samples (Batch 990120-1 A) 
stored at the humidity of 75% 
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19. Day 5 chromatogram of TTX injection samples (Batch 990120- 
1 A)stored at the humidity of 92.5% 
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Figure 20. Day 10 chromatogram of TTX injection samples (Batch 990120-lA) 
stored at the humidity of 92.5% 



d:^Jhvutx^a1 7048 — ciwnfMi a 



A 

U 




Channel A Results 



Peak 


Time 


Area 


Area % 


1 


16.88 


439985 


62,732 


2 


19.17 


24726 


3,525 


3 


19.42 


20133 


2.871 


4 


19.93 


18443 


2.630 


5 


20.37 


43002 


6.131 


6 


21.17 


18768 


2.676 


7 


21.72 


29564 


4.215 


a 


23.65 


14957 


2.133 


9 


24 . 90 


91798 


13.088 


Totals : 












701376 


100.000 



J 



Figure 21. Month 1 chromatogram of TTX injection samples (Batch 990120-1 A) 
in acceleration test at 40°C 
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Figure 22. Month 2 chromatogram of TTX injection samples (Batch 990 120-1 A) in 
acceleration test at 40°C 
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Figure 23. Month 1 chromatogram of TTX injection samples (Batch 990120-lA) 
stored at 4-5°C 
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Figure 24 Month 3 chromatogram of TTX injection samples (Batch 990120-1 A) 
stored at 4-5'*cf 
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Figure 25. Month 6 chromatogram of TTX injection samples (Batch 990120-1 A) 
stored at 4-5*^C 
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